EPA REGISTRATION FILE 87427-19



S0 Sy, U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: Date of Issuance:
é" @ '% Office of Pesticide Programs
§ M g Registration Division (7505P) 87427-19 1/5/17
%9,:“ wé‘g 1200 Pennsylvania Ave., N.W. -
Washington. ).C. 20460

NOTICE OF PESTICIDE:
_X_Registration -
Reregistration Conditional

Term of Issuance:

(under FIFRA, as amended)
Name of Pesticide Product:

Imazethapyr Tech

Name and Address of Registrant (include ZI1* Code):

Ann M. Tillman

Agent for AXSS Technical Holdings, LLC
AXSS Technical Holdings, LLC

c¢/o Pyxis Regulatory Consulting, Inc.
4110 136™ St. Ct. NW

Gig Harbor, WA 98332

Note: Changes in labefing difiering in substance from that accepted in connection with this registration must be submitted to and accepted by the

Registration Division prior 10 use of the labe! in commerce. In any correspondence on this product always refer 10 the above EPA registration number.

»

On the basis of information furnished by the registrant, the above named pesticide is hereby registered
under the Federal Insecticide, Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the
Agency. In order to protect health and the environment, the Administrator, on his motion, may at any
time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any
name in connection with the registration of a product under this Act is not to be construed as giving the
registrant a right to exclusive use of the name or to its use if it has been covercd by others.

This product is conditionally registered in accordance with FIFRA section 3(c)}(7)(A). You must comply
with the following conditions:

1. Submit and/or cite all data required for registration/reregistration/registration review of your
productunder FIFRA when the Agency requires all registrants of similar products to submit such
data.

Signature of Approving Official: Date:

5/% /Q/ﬁ@ % 1/5/17

Erik Kraft, Acting Product Manager 24
Fungicide & Herbicide Branch, Registration Division (7505P)

EPA Form 85706
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2. Be aware that proposed data requirements have been identified in a Work Plan. For more
information on these proposed data requirements, you may contact the Chemical Review
Manager in the Pesticide Reevaluation Division:
hetp://iaspub.cpa.goviapex/pesticides/f?p=chemicalscarch: |

3. Make the following label changes before you release the product for shipment:
¢. Revisc the EPA Registration Number to rcad, "EPA Reg. No. 87427-19."

4. Submit one copy of the final printed label for the record before you release the product for
shipment.

Should you wish to add/retain a reference to the company’s website on your label, then please be aware
that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide Act and is
subject to review by the Agency. If the website is false or misleading, the product would be misbranded
and unlawfu! to sell or distribute under FIFRA section 12(a)(1}E). 40 CFR 156.10(a)(5) list examples
of statements EPA may consider false or misleading. In addition, regardless of whether a website is
referenced on your product’s label, claims made on the website may not substantially differ from those
claims approved through the registration process. Therefore, should the Agency find or if it is brought to
our attention that a website contains false or misleading statements or claims substantially differing from
the EPA approved registration, the website will be referred to the EPA’s Office of Enforcement and
Compliance.

If you fail to satisfy these data requirements, EPA will consider appropriate regulatory action including,
among other things, cancellation under FIFRA section 6(e). Your release for shipment of the product
constitutes acceptance of these conditions. A stamped copy of the label is enclosed for your records.
Please also note that the record for this product currently contains the following CSFs:

s Basic CSF dated 10/28/2016
If you have any questions, please contact Lisa Pahel by phone at (703) 347-0459, or via email at

pahel.lisa{@epa.gov.

Enclosure: Product Chemistry Review dated 12/13/2016, DP#432436; Similarity Clinic Memo dated
03/15/2016, DP#432245







1. Terrestrial Food Crops: alfalia, clover, endive {(FL only), field corn (CLEARFIELD cern hybrids only),
Legume Vegetables {Crop Group 8), leaf and head lettuce (FL only), peanuts, CLEARFILED rice, and
soybeans,

2. Uses for which U.S. EPA has accepted the required data and/or citations of data that the formulater has
submitted in support of registration;

3. Uses for experimental purposes that are in compliance with U.S. EPA requirements for their formulated
products.

STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storage or disposal

PESTICIDE STORAGE: Store in original container only. Keep container closed when not in use. Do not
store near foed or feed. _In case of spill on floor or paved surfaces, mop up and remove to chemical waste
storage area until proper disposal can be made if product cannot be used according o label.

PESTICIDE DISPOSAL: Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide,
spray mixture, or rinsate is a violation of federal law. If these wastes cannot be disposed of according to
label instructions, contact your State Pesticide or Environmental Protection Agency, or the Hazardous
Waste representative at the nearest EPA Regional Office for guidance.

CONTAINER HANDLING: Fiber drums with liner: Nonrefillable container. Do not reuse or refill this
container. Completely empty liner into application equipment by shaking and tapping sides and bottom to
foosen clinging particles. Empty residue into application equipment. Then offer drum and liner for recycling
if available. If not available, dispose of liner in a sanitary landfill or by incineration if allowed by State and
local authorities. If burned stay out of smoke. If drum is contaminated and cannot be reused, dispose of
in the same manner required for its liner.

Terms and Conditions of Use
If terms of the following Warranty Disclaimer, Inherent Risks of Use, and Limitation of Remedies are not
acceptable, return unopened package at once to the seller for a full refund of purchase price paid.
Otherwise, use by the buyer or any other user constitutes acceptance of the terms under Warranty
Disclaimer, Inherent Risks of Use and Limitations of Remedies.

Warranty Disclaimer
AXSS Technical Holdings, LLC warrants that this product conforms to the chemical description on the
label and is reasonably fit for the purposes stated on the label when used in strict accordance with the
directions, subject to the inherent risks set forth below. TO THE EXTENT CONSISTENT WITH
APPLICABLE LAW, AXSS TECHNICAL HOLDINGS, LLC MAKES NO OTHER EXPRESS OR
IMPLIED WARRANTY OF MERCHANTABILTY OR FITNESS FOR A PARTICULAR PURPOSE OR
ANY OTHER EXPRESS OR IMPLIED WARRANTY.

Inherent Risks of Use
It is impossible to eliminate all risks associated with use of this product. Unintended consequences
may result because of such factors as use of the product contrary to iabel instructions, presence of
other materials, or other factors, all of which are beyond the control of AXSS Technical Holdings, LLC
or the seller. All such risks shall be assumed by buyer

Limitation of Remedies
The exclusive remedy for losses or damages resulting from this product (including claims based on
contract, negligence, strict liability, or other legal theories), shall be limited to, at AXSS Technical
Holdings, LLC election, one of the following: Refund of purchase price paid by buyer or user for
product bought, or Replacement of amount of product used.

To the extent consistent with applicable law, AXSS Technical Heldings, LLC shall not be liable for
losses or damages resulting from handling or use of this product unless AXSS Technical Holdings,
LLC is promptly notified of such loss or damage in writing. In no case, to the extent consistent with
applicable law, shall AXSS Technical Holdings, LLC be liable for consequential or incidental damages
or losses.

The terms of the Warranty Disclaimer above and this lettatlon of Remedies cannot be varied by any
written or verbal statements or agreements. No employee or sales agent of AXSS Technical Holdings,
LLC or the seller is authorized to vary or exceed the terms of the Warranty Disclaimer or this Limitation
of Remedies in any manner,

[EPA approval date]
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AMO POLLUTIOM PREVEMTION

PYSIS REGULATORY CONSULTING INC
TACOMA AG, LLC

4110 136TH ST, CT NW

GIG HARBOR, WA 98332

Report of Analysis for Compliance with PR Notice 11-03

Thank you for your submittal of 07-MAR-16. Our staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master
Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released. :
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PYXIS REGULATORY CONSULTING, INC.

4110 136" St. Ct. NW . Phone: 253-853-7369
Gig Harbor, WA 98332 ‘ Fax: 253-853-5516
www.PyxisRC.com

March 7, 2016 MRID 498415-00

ELECTRONIC DELIVERY |

Heather Garvie (PM 24)
Document Processing Desk (REGFEE)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

RE:  Tacoma Ag, LLC :
Tacoma Ag Imazethapyr Tech (EPA File Symbol 83520- )
Application for New Pesticide Registration
PRIA Category R334

Dear Ms, Garvie,

On behalf of Tacoma Ag, LLC, we are submitting an application for registration of Tacoma Ag Imazethapyr
Tech, a technical product containing the active ingredient imazethapyr. In support of this application, we
submit the following documents:

Application for a New Pesticide Registration (EPA Form 8570-1)
Confidential Statement of Formula (EPA Form 8570-4)

Certification with Respect to Citation of Data (EPA Form 8570-34)
Agency Internal Use Copy of the Data Matrix (EPA Form 8570-35)
Public File Copy of the Data Matrix (EPA Form 8570-35)

One (1) copy of the proposed label for Tacoma Ag Imazethapyr Tech
Copy of the PRIA payment

Letter of Authorization l

Product Specific Data:

W NSk —

MRID Guideline Study Title

49841501 | 830.1550, 830.1600, | Tillman, A. M. Product identity and Composition, Description of the
830.1620, 830.1670, | Materials Used, Description of the Production Process, Discussion of the
830.1750, 830.1800 | Formation of Impurities, Certified Limits, and Enforcement Analytical
Method for Tacoma Ag Imazethapyr Tech. Centains Confidential Business
Information.

49841502 | 830.1700, 830.1800 | Xu, J. Five-Batch Analysis of Imazethapyr TGAI — Validation of Analytical
Methodology for the Assay of Active Ingredient and Impurities in
Imazethapyr TGAI and Subsequent 5-Batch Analysis of the Test Item.
Contains Confidential Business Information.

1"
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October 28, 2016

U.S. Environmental Protection Agency =~ E.--:-
Office of Pesticide Programs (7505P) % - .
Document Processing Desk, 7504P _ LTI
Room $-4900 ' seee
One Potomac Yard (South Building) ' teests
2777 South Crystal Drive T~ ’ .
Arlington, VA 2202 ®eeta
Attention: Mr. Erik Kraft, Registration Division, PM Team 24 (Acting) 2000

SUBJECT: Tacoma Ag Application for Imazethapyr Technical Registration
EPA Admin. No. 83520-39

Reference: Active Ingredient: Imazethapyr
Pursuit® herbicide Technical, EPA Reg. No. 241-309

Mr. Kraft;

BASF Corporation (BASF, Company Number 7969) received an Offer to Pay Letter from

Tacoma Ag (Company Number 83520) for studies cited in its petition for registration of Imazethapyr
Technical. A copy of this letter in included with this correspondence. BASF finds the study list in the
Offer to Pay Letter to be deficient, as the following relevant studies are not cited:

MRID 46254702

Seiferlein, M. (2004). A Meat and Milk Magnitude of the Residue Study with CL. 288511
(Reg. No. 4110971; a Metabolite of BAS 685 H, Imazethapyr) in Lactating Dairy Cows.
Final Report. Guideline Number 860.1400.

MRID 46254703

Seiferlein, M. {2004). Validation of BASF Analytical Method M3512 Entitled 'BAS 685 H
{Imazethapyr): LC/MS Determination and LC/MS/MS Confirmatory Method for BAS 685 H
And CL 288511 (Metabolite of BAS 685 H) in Crawfish' in Matrices of Animal Origin’.
Final Report. Guideline Number 860.1340.

MRID 46123701

Jackson, S. (2003). A Small-Scale Prospective Ground-Water Monitoring Study for
Imazethapyr on Corn in the Southeastern (Georgia) United States.
Guideline Number 835.7100.

BASF Corporation

26 Davis Drive

P.O. Box 13528

Research Triangle Park, NC 27709-3528

Tel: (219) 547-2000; FAX (919) 547 - 2850 14



BASF appreciates EPA's attention and thorough evaluation of this matter. Further, BASF

acknowledges the importance of complete study citation during the pesticide registration process.
If you have any questions, need clarification or more information, please feel free to contact me by

phone at (918) 547 — 2942 or by e-mail at tonya.brown@basf.com.

Sincerely,

Tonya Brown
Regulatory Affairs
BASF Corporation

W%M

Enclosure

Pursuit® is a Registered Trademark of BASF

BASF Corporation

26 Davis Drive

P.O. Box 13528

Research Triangle Park, NC 27709-3528
Tel: (919) 547-2000; FAX (919) 547 - 2850
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTOCN, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per respense far
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this cellection of
information, including suggesticns for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460, Do not
send the form to this address.

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No /File Symbol 87427-RO Page 1 of 18
Applicant's/Registrant's Name & Address Preduct
AXSS Technical Holdings, LLC imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr {CAS No. 81335-77-5)
Guideline Reference Number I Guideline Study Narmne MRID Number Submitter Status Note
Product Specific Data
830.1550 Product ldentity and Composition 49841501 Tacoma Ag, LLC OWN
830.1600 Description of Materials Used to Produce the 49841501 Tacoma Ag, LLC OWN
Product
830.1620 Description of Preduction Process 49841501 Tacoma Ag, LLC OWN
830.1650 Description of Fermulation Process Not required’
830.1670 Discussion of Formation of Impurities 49841501 Tacoma Ag. LLC OWN
830.1700 Preliminary Analysis 49841502 Tacoma Ag, LLC OWN
Tacoma Ag, LLC OWN
830.1750 Certified Limits 49841501 Tacoma Ag, LLC QOWN
830.1800 Enforcement Analytical Method 49841502 Tacoma Ag, LLC OWN
49841501 Tacoma Ag, LLC OWN
830.6302 Coler 49841503 Tacoma Ag, LLC OWN
830.6303 Physical State 49841503 Tacoma Ag, LLC OWN
830.6304 Qdor 49841503 Tacoma Ag, LLC OWN
830.6313 Stability to Normal and Elevated Temperatures, | 43841503 Tacoma Ag, LLC OWN
Metals, and Metal lons
830.6314 Oxidation/Reduction: Chemical Incompatibility 49841503 Tacoma Ag, LLC OWN
B830.6315 Flammability 49841504 Tacoma Ag, LLC OWN Waiver?
830.6316 Explodability 49841504 Tacoma Ag, LLC OWN Waiver?
§30.6317 Storage Stability 49841503 Tacoma Ag, LLC OWN
830.6319 Miscibility 49841504 Tacoma Ag, LLC OWN Not required*
Signature Name and Title Date
A‘- )1,,*( i; 22 Ann M. Tillman, Agent Jan. 3, 2017
EPA Form B570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy

19




Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collaction of information is estimated to average 0.25 hours per respénse for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this callection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the farm to this address,

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-R0O Page 2 of 18
Applicant's/Registrant's Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr {CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.6320 Corrosion Characteristics 49841503 Tacoma Ag, LLC OWN
830.6321 Dielectric Breakdown Voltage Not required®
830.7000 pH 49841503 Tacoma Ag, LLC OWN
830.7050 UVNVisible Absorption 49841503 Tacoma Ag, LLC OWN
830.7100 . Viscosity 49841504 Tacoma Ag, LLC . OWN . | Not required®
830.7200 Melting Point/Melting Range 49841503 Tacoma Ag, LLC OWN
830.7220 Boiling Point/Boiling Range 49841504 Tacoma Ag, LLC OWN Not required’
830.7300 Density/Relative Density/Bulk Density 49841503 Tacoma Ag, LLC OWN
830.7370 Dissaciation Constants in Water 49841503 Tacoma Ag, LLC OWN
830.7520 Particle size, fiber length, diameter distribution 49841504 Tacoma Ag, LLC OWN Waiver®
830.7550 Partition Coefficient {n-octanol/water), Shake 49841503 Tacoma Ag, LLC OWN
Flask Method
830.7560 Partition Coefficient {n-octanol/water), See 830.7550
Generator Column Method
830.7570 Partition Coefficient {n-octanol/water), See 830.7550
Estimation by Liquid Chromatography
830.7840 Water Solubility: Column Elution Method; 49841503 Tacoma Ag, LLLC OWN
Shake Flask Method
830.7860 Water Solubility, Generator Column Method See 830.7840
830.7950 Vapor Pressure 49841504 Tacoma Ag, LLC OWN/PL
Signature Name and Title Date
A )h(—\[,(g Ann M. Tillman, Agent Jan. 3, 2017

EPA Form 8570-35 {9-97) Electronic and Paper versions avaitable. Submit only Paper version.

Agency Internal Use Copy 20




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average .25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this cellection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 431 M Street, SW., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX

Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-RC Page 3 of 18
Applicant's/Registrant's Name & Address Product
AXSS Technical Holdings, LLC imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr (CAS No. 81335- 77-5)
' Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
8§70.1100 Acute Oral Toxicity: Rat 00159375 OLD See endnote?
870.1200 Acute Dermal Toxicity: Rat 00158375 OLD See endnote™
870.1300 Acute Inhalation Toxicity: Rat 00159378 oLD See endnote!!
870.2400 Primary Eye Irritation: Rabbit 00159375 OLD See endnote'?
870.2500 Primary Dermal Irritation 00159375 OLD See endnote™
870.2600 Dermal Sensitization 00159379 OLD See endnote™
Generic Data
850.2100 Acute Avian Oral Toxicity 00159722 QLD See endnote/
00159723 OLD Not required's
850.2200 Acute Avian Dietary Toxicity 00159724 OLD See endnote’®
00158725 OLD
850.2400 Wild Mammal Toxicity Not required
850.2300 Avian Reproductive Toxicity 45161303 OLD See endnote'”
45161304 OLD
850.2500 Simulated or Actual Field Testing Not required
850.1075 Freshwater Fish Toxicity 00159726 oLD See endnote'®
00159727 OLD
00155728 OLD
45161305 OoLD
45161306 OLD
Signature Name and Title Date
d“' )L,(F éz Ann M. Tillman, Agent Jan. 3, 2017

EPA Form 8570-35 (9-97) Electronic and Paper versions available, Submit only Paper version.

Agency Internal Use Copy
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Farm Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public repoting burden for this collection of information is estimated to average 0.25 hours per response for registration aclivities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this callection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.5. Enviranmental Protection Agency, 401 M Street, S.W., Washington, OC 20460. Do not

send the form to this address.

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-R0O Page 4 of 18
Applicant's/Registrant’'s Name & Address Product :
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient imazethapyr {CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
850.1010 Freshwater tnvertebrate Toxicity 00159729 oLD See endnote
45161307 OLD
45161309 OLD
45205801 OLD
45161308 OLD
850.1025, 850.1035, Acute Toxicity Estuarine and Marine Organisms | 45161310 OLD See endnote?®
850.1045, 850.1055, 4516131 OLD
850.1075 45161312 OLD
850.1300 Aguatic Invertebrate Life Cycle (Freshwater) 45161314 OLD See endnote?’
B50.1350 Aquatic Invertebrate Life Cycle (Saltwater) Not required??
850.1400 Fish Early Life Stage (Freshwater) 45161313 OLD See endnote?®®
850.1400 Fish Early Life Stage (Saltwater) Not required®
850.1500 Life Cycle Fish Not required
8560.1710, 850.1730, Aquatic Organisms Bioavailability, 40429413 OLD See endnote?®
850.1850 Biomagnification, Toxicity
B50.1950 Simulated or Actual Field Testing for Aquatic Not required
Organisms
850.1735 Whole Sediment: Acute Freshwater Not required?®
Invertebrates
850.1740 Whole Sediment; Acute Marine Invertebrates Not required®” -
850.3020 Honey Bee Acute Contact Toxicity 00159729 OLD See endnote?®
N/A Honey Bee Acute Oral Toxicity Reserved?®
Signature Name and Title Date
A«- %ﬁ LY, Ann M. Tillman, Agent Jan. 3,2017
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit onfy Paper version, Agency Internal Use Copy 22




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
- 401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved GMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Prolection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address,

DATA MATRIX

Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-R0O Page 5of 18
Applicant's/Registrant’s Name & Address Product

AXSS Technical Holdings, LLC Imazethapyr Tech

111 Martin Road

Fulton, MS 38843
Ingredient Imazethapyr (CAS Ne. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
N/A Honey Bee Larval Acute Oral Toxicity Reserved®
N/A Honey Bee Larval Chronic Oral Toxicity Reserved®
850.3030 Honeybee Toxicity of Residues on Foliage Waived3?
850.3040 Field Testing for Pollinators Not required
870.6100 Delayed Neurctoxicity (Acute) — Hen Neot required
870.6200 Acute Neurotoxicity — Rat Not required?
870.3100 90-Day Oral: Rodent 00159381 OLD See endnote™
B70.3150 90-Day Oral: Non-Redent 00159382 OLD See endnote®®
870.3200 21/28-Day Dermal Toxicity 00159383 OLD See endnote®®
870.3250 90-Day Dermal Toxicity Not required
870.3465 90-Day Inhalation Toxicity Not required®”
870.6100 28-Day Delayed Neurctoxicity Hen Not required
870.6200 90-Day Neurotoxicity Not required®
870.4100 Chronic Qral Rodent 40429414 QLD See endnote®
870.4200 Carcinogenicity 40429414 OLD See endnote*®

40429415 OoLD
870.3700 Reproduction/Developmental Toxicity Screening | 40429417 OLD See endnote*'
' Test ‘ 00159384 OLD
870.3800 2-Generation Reproduction: Rat 40429418 QLD See endnote®?
870.6300 Developmental Neurotoxicity Study Not required
870.5100 Bacterial Reverse Mutation Test 00159719 QLD See endnote®
Signature Name and Title Date
42 )1,,1( [ : 22 Ann M. Tillman, Agent Jan. 3, 2017

EPA Form 8570-35 (9-97) Electronic and Paper versions availabte. Submit only Paper version.

Agency Internal Use Copy
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Farm Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Infarmation Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX

Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-RO Page 6 of 18
Applicant's/Registrant's Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient fmazethapyr (CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870.5300, 830.5375 In vitro Mammalian Cell Assay 40429419 OLD See endnote*
40438201 CLD
870.5385, 870.5395, in vivo Cytogenetics and Other Effects 00159720 OLD See endnote*®
870.5450, 870.5550 00159721 QLD
870.7485 Metabolism and Pharmacokinetics 40429420 OoLD See endnote*®
41467703 OLD
870.7200 Companion Animal Safety Not required
870.7600 Dermal Penetration Not required
870.7800 fmmunotoxicity Not required®’
875.1100 Dermal Exposure — Qutdoor Agricultural Handler Exposure | OWN See endnote*®
Task Force
875.1200 Dermal Exposure — Indoor Not required
875.1300 Inhalation Exposure — Qutdoor Agricultural Handler Exposure | OWN See endnote*®
Task Force
B75.1400 Inhalation Exposure - Indoor Not required
875.1500 Biological Monitoring Agricultural Handler Exposure | OWN See endnote*®
Task Force
875.1600 Data Reporting and Calculations Agricultural Handler Exposure | OWN See endnote*®
Task Force
875.1700 Product Use Information Agricultural Handler Exposure | OWN See endnote*®
Task Force
Signature Name and Title Date
ﬁg %Fl:ﬁz Ann M. Tillman, Agent Jan. 3, 2017

EPA Forim 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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Farm Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reperting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestiens for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, $.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date Jan. 3. 2017 EPA Reg No./File Symbol 87427-RO Page 7 of 18
Applicant's/Regisirant's Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr (CAS No. 81335- 77-5)
Guidetine Reference Number Guideline Study Name MRID Number Submitter Status Note
875.2100 Dislodgeable Foliar Residue and Turf Not required*
Transferable Residues )
875.2200 Soil Residue Dissipation Outdoor Residential Exposure | OWN See endnote®
Task Force
Agricultural Re-Entry Exposure
Task Force
875.2300 Indoor Surface Residue Dissipation Not required
875.2400 Dermal Exposure Qutdoor Residential Exposure | OWN See endnote®®
Task Force
Agricultural Re-Entry Exposure
Task Force
875.2500 Inhalation Exposure Outdoor Residential Exposure | OWN See endnote™
Task Force
Agricultural Re-Entry Exposure
Task Force
875.2600 Biological Monitoring Outdoor Residential Exposure | OQWN See endnote®®
Task Force
Agricultural Re-Entry Exposure
Task Force
Signature Name and Title Date
52 );,& [ : @ Ann M. Tillman, Agent Jan. 3, 2017
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
informatian, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-RO Page 8 of 18
Applicant’s/Registrant’s Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr (CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note -
875.2700 Product Use Information Outdoor Residential Exposure | OWN See endnoteS°
Task Force
Agricultural Re-Entry Exposure
Task Force
875.2800 Descriptions of Human Activity Outdoor Residential Exposure | OWN See endnote™
Task Force
Agricultural Re-Entry Exposure
Task Farce
875.2900 Data Reporting and Calculations Outdoor Residential Exposure | OWRN See endnote®®
Task Force
Agricultural Re-Entry Exposure
Task Force
875.3000 Nondietary Ingestion Exposure Nat required
201-1 Droplet Size Spectrum Spray Drift Task Force OWN See endnote™
2021 Droplet Size Spectrum Spray Drift Task Force OWN See endnote®
850.4100 Tier 1: Seedling Emergence 44996102 OLD See endnote’?
850.4150 Tier 1: Vegetative Vigor 44996101 QLD See endnote™

Signature

Yo Wl

Name and Title

Ann M. Tillman, Agent

Date

Jan. 3, 2017

EPA Form 8570-35 {9-87)} Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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Form Approved CMB No, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per respeonse for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coliection of
informaticn, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Sireet, S.wW., Washington, DC 20466, Do not
send the form 1o this address.

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No./File Symbel 87427-RO Page9cf 18
Applicant's/Registrant’s Name & Address Product
AXSS Technical Heldings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
ingredient Imazethapyr (CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
850.4400, 850.5400 Tier 1: Aquatic Plant Growth 41888101 OLD See endnote’*
45161318 OLD
45161319 oLD
45161321 oLD
45161323 oLD
45161324 oLe
45161325 OLD
45161326 OoLD
45161327 OLD
GAP
850.4100 Tier 2. Seedling Emergence 44956102 OLD See endnote®?
850.4150 Tier 2: Vegetative Vigor 44996101 OLD See endnote®™
850.4400, 850.5400 Tier 2: Aquatic Plant Growth 41888101 OoLD See endnote®
45161318 oLD
45161319, oLD
45161321 oLD
45161323 oLD
45161324 oLD
45161325 OLD
45161326 OoLD
45161327 OLD
GAP
Signature Name and Title Date
d"‘ )L'(F!% Ann M. Tillman, Agent Jan. 3, 2017
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, inciuding suggestions for reducing the burden to: Director, OPPE [nformation Management Division (2137), U.S. Environmental Protection Agency, 431 M Street, S.W., Washington, DC 20480. Do not

send the form to this address.

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No.fFile Symbol 87427-R0 Page 10 of 18
Applicant’s/Registrant’'s Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr (CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
850.4300 Terrestrial Field Not reguired
850.4450 Aqguatic Field Not required
850.4025 Target Area Phytotoxicity Not required
850.4550 Aguatic Plant Growth (Cyanobacteria Toxicity) 45161320
835.2120 Hydrolysis 00159752 OLD See endnote®®
00159753 OLD ,
835.2240 Photodegradation in Water 40429407 OLD See endnote®
835.2410 Phatodegradation in Soil 40429408 OLD See endnote®
835.2370 Photodegradation in Air Not required
835.4100 Aerobic Soil Metabolism 4007420 oLD See endnote®®
40522601 OoLD
45161328 OoLD .
835.4200 Anaerobic Soil Metabolism 40429409 OLD See endnote®®
835.4300 Aerobic Aquatic Metabolism 45161330 QLD See endnote®™
835.4400 Anaerobic Aquatic Metabaolism 45161329 CLD See endnote®"
835.1230; 835.1240 Leaching/Adsorption/Desorption 00159755 OLD See endnote®?
45161331 OLD
835.1410 Volatility = Laboratory Not required
835.8100 Volatility — Field Not required
Signature Name and Titte Date
A )1,,.!( [: 22 Ann M. Tillman, Agent Jan. 3, 2017

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit onty Paper version.

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reperting burden for this collection of infarmation is estimated to average 0.25 hours per response for registration activities and 0,25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary ferms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the ferm to this address.

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No./Fite Symbol 87427-R0O Page 11 of 18
Applicant’s/Registrant’s Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr (CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MR|D Number Submitter Status Mote
835.6100 Soil Field Dissipation Study 40429410 OLD See endnote®
40490101 OLD
41467701 OLD
835.6200 Aquatic Sediment Field Dissipation Study 45161332 OLD See endnote®
45161333 OoLD
45161341 OLD
835.6300 Forest Field Dissipation Study Not required
835.6400 Combination and Tank Mixes Not required
835.7100 Ground Water Monitoring 48123701 BASF Corporation PAY See endnote®’
46123702 BASF Corporation PAY
850.6100 Environmental Chemistry Methods 44865103 OLD See endnote®®
45161338 oLD
44746701 OLD
45161337 | OLD
860.1300 Nature of the Residue: Plants 40429405 OLD
41467702 oLD
41503502 oLD
41503503 OLD
41971901 CLD
45161341 OLD
Signature Name and Title Date
Cé )1,,_1( [ : @ Ann M. Tillman, Agent Jan. 3, 2017

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 29




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms, Send comments regarding the burden estimate or any other aspect of this coltection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137}, U.S. Environmenta! Protection Agency, 401 M Street, S.W,, Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-R0O Page 12 of 18
Applicant's/Registrant's Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road )
Fulton, MS 38843
Ingredient Imazethapyr (CAS No. 81335 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
860.1300 Nature of the Residue: Livestock 41503504 OLD
41503505 OLD
42658401 OLD
42658402 QLD
860.1850 Confined Rotational Crops 40429412 OLD
860.1340 Residue Analytical Methods 41467705 OLD
41503501 oLD
41503507 oLD
41561502 oLD
41971903 OLD
42107201 OoLD
: 43011701 OoLD
43011702 OLD
43486801 OLD
44414601 OLD
45161334 OLD
45161335 OLD
45161336 OLD
46254703 BASF Corporation PAY
46254704 BASF Corporation PAY
860.1360 Multiresidue Method 40833701 oLD
41503508 OLD
Signature Name and Title Date
52 )b(@ﬂ Ann M. Tillman, Agent Jan. 3, 2017

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden tor Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washingion, DC 20460, Do not

send the form to this address.

DATA MATRIX
Date Jan. 3, 2017 EPA Reg No./File Symbol B7427-R0O Page 13 of 18
Applicant's/Registrant's Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr (CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
860.1380 Storage Stability 41828101 OLD
41525901 OoLD
42107202 OLD
42107203 QLD
42658404 OLD
44056302 OLD
45161337 QLD
45161339 OLD
45528001 BASF Corpoeration PAY
860.1500 Magnitude of the Residue in Plants: alfalfa 41971902 OLD
42658403 QLD
860.1500 Magnitude of the Residue in Plants: clover 44056301 OLD
860.1500 Magnitude of the Residue in Plants: corn 42107204 oLD
42114401 oLD
42155201 OLD
860.1500 Magnitude of the Residue in Plants: lettuce and | 42869401 OoLD
endive
860.1500 Magnitude of the Residue in Plants: legume 40997201 OLD
vegetables (Group 6)
860.1500 Magnitude of the Residue in Planis: peanuts 41467704 QLD
860.1500 Magnitude of the Residue in Plants: rice 45161340 OLD
Signature Name and Title Date
52 )1,,.& [ EZ Ann M. Tillman, Agent Jan. 3, 2017

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version,

Agency Internal Use Copy
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Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.5. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX

Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-R0O Page 14 of 18
Applicant's/Registrant’s Name & Address Produes:
AXSS Technical Holdings, LLC Imazethapyr Tech
111 Martin Road
Fulton, MS 38843
Ingredient Imazethapyr (CAS No. 81335- 77-5)
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
860.1500 Magnitude of the Residue in Plants: soybeans 40429406 OoLD
41164601 OoLD
41561501 OLD
41598801 OLD
860.1520 Magnitude of the Residue in Processed Food or | 42107205 . OoLD
Feed: corn
860.1520 Magnitude of the Residue in Processed Food or | 41467704 oLD
Feed: peanuts
860.1520 Magnitude of the Residue in Processed Food or | 45161340 OLD
Feed: rice
860.1520 Magnitude of the Residue in Processed Food or | 404294086 OoLD
Feed: soybeans 41164601 OLD
41561501 OLD
41598801 OLD
860.1480 Magnitude of the Residue in Meat, Milk, Poultry, | 46254702 BASF Corporation PAY
and Eggs
860.1400 Nature and Magnitude of the Residue in Potable Not required
Water )
860.1400 Magnitude of the Residue in Fish 45607101 BASF Corporation PAY
46254701 BASF Corporation PAY
860.1400 Magnitude of the Residue in Plants Resulting Not required
from the Use of Irrigation Water
Signature Name and Title Date
A«_ )l«(—\!:fé Ann M. Tillman, Agent Jan. 3, 2017

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 32




Form Approved OMB No, 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 6.25 hours per respanse for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden 1o' Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX

Date Jan. 3, 2017 EPA Reg No./File Symbol 87427-R0O Page 15 of 18

Applicant’s/Registrant's Name & Address Product
AXSS Technical Holdings, LLC Imazethapyr Tech

111 Martin Road
Fulton, MS 38843

Ingredient Imazethapyr (CAS No. B1335- 77-5)

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
860.1460 Magnitude of the Residue in Food Handling Not required
Establishments
860.1900 Field Rotaticnal Crops Not required
Signature Name and Title Date
A," %(ﬁtfﬁ Ann M. Tillman, Agent Jan. 3, 2017
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version, Agency Internal Use Copy
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Endnotes for Imazethapyr Tech Data Matrix

t 830.1650 — Per QPPTS B830.1000, these data are not required for the registration of a technical product. See
830.1620 for production information.

2830.6315 — Flammability: AXSS Technical Holdings, LLC reguests a waiver from this data requirement because
Imazethapyr Tech is a solid and is not expected to be flammable. Please refer to the Confidential Statement of
Formula for Imazethapyr Tech.

%830.6316 — Explodability: AXSS Technical Holdings, LLC requests a waiver from this data requirement because
Imazethapyr does not have the chemical bonds or functional groups associated with explosive chemicals.

4830.6319 — Miscibility: This data requirement is required when the MUP is an emulsifiable liquid and to be diluted
with petroleum solvents. Imazethapyr Tech is a solid and not an emulsifiable liquid to be diluted with petroleum
solvents. This data requirement is nct applicable to Imazethapyr Tech,

5 830.6321 - Diefectric Breakdown Voltage: These data are not required unless the product is an end-use
product. This data requirement is not applicable to Imazethapyr Tech.

£ 830.7100 - Viscosity: These data are required when the TGAl is a liquid. !mazethapyr Tech is a solid, and
therefore this test is not applicable to Imazethapyr Tech.

7.830.7220 — Boiling Point: These data are required when the TGAI is a liquid. Imazethapyr Tech is a solid, and
therefore this test is not applicable to Imazethapyr Tech.

8 830.7520 - Particle size, fiber length, diameter distribution: AXSS Technical Holdings, LLC is seeking a
waiver for this data requirement for Imazethapyr Tech because it is not a fibrous material nor is a water insoluble
material.

£870.1100: The study cited is acceptable and satisfies the data requirement as per the March 12, 2014 Imazethapyr
Human Health Assessment Scoping Document in Support of Registration Review (DP Barcode D415244)
(Scoping Document).

10.870.1200: The-study cited is acceptable and satisfies the data requirement as per the Scaping Document.
17 870.1200: The study cited is acceptable and satisfies the data requirement as per the Scoping Document.
2 870.2400: The study cited is acceptable and satisfies the data requirement as per the Scoping Dacument.
12 870.2500: The study cited is acceptable and satisfies the data requirement as per the Scoping Document.
14 870.2600: The study cited is acceptable and satisfies the data requirement as per the Scoping Document.

15 850.2100: The studies cited are acceptable and satisfy the data requirement as per the March 19, 2014
Registration Review Problem Formulation for Imazethapyr and Imazethapyr Ammonium Salt (DP Barcode
D415245) (Problem Formulation). Note: the Problem Formulation states that passerine data are not required.

8 850.2200: The studies cited are acceptable and satisfy the data requirement as per the Problem Formulation.
17 850.2300: The studies cited are acceptable and satisfy the data requirement as per the Problem Formulation.

8 850.1075: The studies cited are acceptable and satisfy the data requirement as per the Problem Formulation.
Note: the Problem Formulation also listed MRID 45161312, but this is an acute oyster toxicity study, not a
freshwater fish study and is not cited here, but is cited under 850.1025, 850.1035, 850.1045, 850.1055, and
850.1075.

2 850.1010: The studies cited are acceptable or supplemental and satisfy the data requirement as per the Problem
Formulation.

20 850.1025, 850.1035, 850.1045, 850.1055, 850.1075: The studies cited are acceptable or supplemental and
satisfy the data requirement as per the Problem Formulation.

21 850.1300: The study cited is acceptable and satisfies the data requirement as per the Problem Formulation.
22 850.1350: These data are not required as per the Problem Formulation.
%3 850.1400: The study cited is acceptable and satisfies the data requirement as per the Problem Formulation.

24 850.1400: These data are not required as per the Problem Formulation.

Page 16 of 18
34



Endnotes for Imazethapyr Tech Data Matrix

25 850.1710, 850.1730, 850.1850: The study cited is supplemental, but satisfies the data requirement as per the
Problem Formulation. )

25 850.1735: These data are not required as per the Problem Formulation,
27 850.1740: These data are not required as per the Problem Formulation.
8 850.3020: The study cited is under review as per the Problem Formulation,

29 NJA: According to the Problem Formulation, this data requirement is reserved pending the review of the data
under 850.3020.

% N/A: According to the Problem Formulation, this data requirement is reserved pending the review of the data
under 850.3020.

31 NJA: According to the Problem Formulation, this data requirement is reserved pending the review of the data
under 850.3020.

32 850.3030: These data are waived as per the August 5, 2013 Response to Public Comments on the Imazethapyr
and Imazethapyr Ammonium Salt Registration Review Problem Formulation (DP Barcode D421435) (EFED
Response to Comments).

3 870.6200: These data are not requiréd as per the Scoping Document.

% 870.3100: The study cited is acceptable and satisfies the data requirement as per the Scoping Document.
35 870.3150: The study cited is acceptable and satisfies fhe data requirement as per the Scoping Document,
% 870.3200: The study cited is acceptable and satisfies the data requirement as per the Scoping Document.
37 870.3465: These data are not required as per the Scoping Document.

38 870.6200: These data are not required as per the Scoping Decument.

32 870.4100: The study cited is acceptable and satisfies the data requirement as per the Scoping Document.
40 870.4200: The studies cited are acceptable and satisfy the data requirement as per the Scoping Document.
41 870.3700: The studies cited are acceptable and satisfy the data requirement as per the Scoping Document.
42 870.3800: The study cited is acceptable and satisfies the data requirement as per the Scoping Document.
43870.5100: The study cited is acceptable and satisfies the data requirement as per the Scoping Document.

44 870.5300, 830.5375: The studies cited are acceptable and satisfy the data requirement as per the Scoping
Document.

5 870.5385, 870.5395, 870.5450, 870.5550: The studies cited satisfy the data requirement as per the Scoping
Document.

46 870.7485: The studies cited are acceptable and satisfy the data requirement as per the Scoping Document.
47 870.7800: These data are not required as per the Scoping Document.

8 875.1100, 875.1300, 875.1500, 875.1600, 875.1700: Tacoma Ag is an affiliate member of the Agricultural
Handlers Exposure Task Force (AHETF). A letter of authaorization for reliance on AHETF data can be provided
upon request,

49875.2100: These data are not required as per the Scoping Document.

50 875.2200, 875.2400, 875.2500, 875.2600, 875.2700, 875.2800, 875.2900; Tacoma Ag is an affiliate member of
the Agricultural Re-Entry Task Force (ARTF) and the Qutdoor Residential Exposure TF (ORETF). A letter of
authorization for reliance on ARTF or ORETF data can be provided upon request.

51201-1, 202-1: Tacoma Ag is an affiliate member of the Spray Drift Task Force (SDTF). A letter of authorization
for reliance on SDTF data can be provided upon request.

52850.4100: The study cited is under review as per the Problem Formulation.
%3 850.4150: The study cited is under review as per the Problem Formulation.

Page 17 %f518



Endnotes for Imazethapyr Tech Data Matrix

54 850.4400, 850.5400: The studies cited are acceptable or supplemental and satisfy the data requirement as per
the Problem Formulation with the exception of CL266858 degradate, which is considered a data gap).

55 835.2120: The studies cited are supplemental and acceptable, respectively, and satisfy the data requirement as
per the Problem Formulation.

5 835.2240: The study cited is supplemental but satisfies the data requirement as per the Problem Formulation.
%7 835.2410: The study cited is supplemental but satisfies the data requirement as per the Problem Formulation,

5 835.4100: The studies cited are acceptable (or supplemental) and satisfy the data requirement as per the
Problem Formulation.

%9 835.4200: The study cited is acceptable and satisfies the data requirement as per the Problem Formulation.
80 835.4300: The study cited is supplemental but satisfies the data requirement as per the Problem Formulation.
61 835.4400: The study cited is acceptable and satisfies the data requirement as per the Problem Formulation.

62 835.1230, 835.1240: The studies cited are acceptable and satisfy the data reguirement as per the Problem
Formulation.

83 835.6100: The studies cited are acceptable (or supplemental) and satisfy the data requirement as per the
Problem Farmulation. -

84 835.6200: The studies cited are supplemental, but satisfy the data requirement as per the Problem Formulation.

5 835.7100: MRID 46123702 is listed in the Problem Formulation and no additional data are required. However,
at the request of EPA, MRID 46123701 is also cited.

% 850.6100: The studies cited are supplemental, but satisfy the data requirement as per the Problem Formulatian.

Page 18 of 18
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‘,ﬂ“’”‘)@‘ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
i% __mf : OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION

¢ OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (7505P)

FEE | §7427- O

BAR CODE No.: D432436 FILE SYMBOL No:83520-66: DECISION No.:514742:
PRODUCT NAME:: Facome-AG-Imazethapyr Technical PC Code(s):128922: ACTION CODE:
R334; FOOD Use: No ;

This Document Contains Confidential Information

DATE OUT: 12/13/16

SUBJECT: Product Chemistry Review of TGAI

Product Name: Tacoma AG Imazethapyr Technical \\\ q \ é
qj\v\ "
FROM: Indira Gairola / Product Chemistry Team \ X 4
CITAB/RD (7505P)
TO: ' Lisa Pahel / Heather Garvie RM 24

FH Branch / Registration Division (7505P)

COMPANY: Tacoma AG, LLC
Active Ingredient(s): Imazethapyr Technical (98.4%)

MRID Nos). 498415-01 to -04

INTRODUCTION:

Registrant is submitting registration application for subject product Tacoma AG lmazethapir '

Technical Basic Formulation CSF dated 03/03/16 (MRID# 498415-01 to -04) produced by

I o roduct chemistry Group A and Group B data to support thls

application.
CITAB (Chemistry Team) has been asked to determine the acceptability of the aforementloned
subject product chemistry data and CSF.

SUMMARY OF FINDINGS:

1. Group A guidelines: 830.1550 (Product identity & composition) MRID #498415-01. Data
for the identity and position of the product were provided. The active ingredient

“Imazethapyr Technical” is-present at a nominal concentration of Basic Formulation 98.4%.
The product chemistry data submitted corresponding to Guideline 830.1550 satisfy the data

requirements of 40CFR§158.320. 2
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BAR CODE No.: D432436 FILE SYMBOL No: 83520-GO: DECISION No.:514742;
PRODUCT NAME: Tacoma AG Imazethapyr Technical PC Code(s):128922: ACTION CODE:
R334; FOOD Use: No '

830.1600 (Description of materials used to produce the product) MRID #s 498415-01. The
registrant provided a list of suppliers and MSDSs for the materials used to produce the product. The
product chemistry data submitted corresponding to Guideline 830.1600 satlsfy the data
requirements of 40CFR§158.325.

830.1620 (Description of production process) 498415-01 The production process by was described
by The product chemistry data submitted corresponding to Guideline
~ 830.1620 satisfy the data requirements of 40CFR§ 158.330

830.1670 (Discussion on the formation of impurities). 498415-01. A discussion of the origin and
mechanism formation for the impurities in the product was provided. Applicant provided analyses
of all process related impurities. The Analysis was performed using validated methods of technical
by HPLC/MS equipped with UV detector. External standard quantitation methods were used to
quantify the levels of a.i. and associated impurities only one impurity was detected of no significant
toxicological concern as per CITAB. Data submitted corresponding to Guideline 830.1670 satisfy
the data requirements of 40CFR§158.340.

830.1700 (Preliminary analysis) #498415-03. Results of a five-batch preliminary analysis were
provided in. The total recovery content of a.i are within the certified limits specified on the CSF
dated 03/03/16. The product chemistry data submitted corresponding to Guideline 830.1700 satisfy
the data requirements of 40CFR§158.345.

30.1750 (Certified limits) for Basic CSF dated 03/03/16. Certified limits were provided for the
active ingredient and upper certified limits were provided for the impurities in the product. Content
of a.i. ranged from 95.4% -100% w1th an average of 98.%. The proposed upper limit is 100 % and
the lower limit is 95.4%.

The product chemistry data submitted corresponding to Guideline 830.1750 satisfy the data
requirements of 40CFR§158.350

830.1800 (Enforcement analytical method) MRID #498415-02. A description of the enforcement
analytical method and its validation were provided. The Analysis of technical by HPL.C- equipped
with UV detectors & MS spectrometry were used. TGAI was validated for specificity, linearity,
accuracy, precision. Average total closure of the five lots samples was reported. The product
chemistry data submitted corresponding to Guideline 830.1800 satisfy the data requirements of
40CFR§158.355.
For details please refer to the Confidential Appendix

2. Grou;; B guidelines (physical-chemical properties) The Data submitted is listed in the following
pages.
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BAR CODE No.: D432436 FILE SYMBOL No: 83520-GO: DECISION No.:514742;
PRODUCT NAME: Tacoma AG Imazethapyr Technical PC Code(s):128922: ACTION CODE:
R334; FOOD Use: No

CONCLUSIONS:

The (CITAB/ Product Chemistry Team has reviewed the product chemistry data submitted for
“Imazethapyr Technical” and concluded:

1. All product chemistry data submitted for guideline 830 Series group A are acceptable.

2. The Basic CSF dated 03/03/16 is determined acceptable.

3. No impurity of significant toxicological concern was identified as per CITAB, for details please
refer to the Confidential Appendix and summary of findings. '

4, Product chemistry data corresponding to 830 series group B (Physical-Chemical properties) are
listed in the following pages. All data have been determined acceptable.
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BAR CODE No.: D432436 FILE SYMBOL No: 83520-GO: DECISION No.:514742;
PRODUCT NAME: Tacoma AG Imazethapyr Technical PC Code(s):128922: ACTION CODE:
R334; FOOD Use: No

Melting Point ; - 176.7°C ~ 177.2°C
Density 20.0£0.5°C 1.2431 glem’
Dissociation R om Te , ‘ 1 04
Constant \ O cmperature .
Partition CoefTicient '
250£0.5°C 1Pou = 1.52
{n-Octanol/Water) . 2302057 ‘ LogPo, =1.52
, Water (pH = 6.64) C o 130gL
Solubility . 200£05°C - Acetone 28.20 g/L.
: Ethyl Acelate 1561 g/l |

Room Temperature was recorded at the day of experiments. and presented in Section 4.
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. BAR CODE No.: D432436 FILE SYMBOL No: 83520-GO: DECISION No.:514742;
PRODUCT NAME: Tacoma AG Imazethapyr Technical PC Code(s):128922: ACTION CODE:

R334; FOOD Use: No

Tacoma Ag Imazethapyr Tech contains 98.4% of imazethapyr. The CAS nomenclature is (+)-2-[4.5-
dihydro-4-methyl-4-(1-methylethyl)-3-ox0- | /-imidazol-2-y1]-3-ethyl-3-pyridinecarboxylic acid.  The
Chemical Abstracts number is 81335-77-5. The Chemical Code is 128922, Tacoma Ag. LLC is
requesting waivers or citing public literature data for certain for physical and chemical property data
requirements as described in the table below.

CGuideline No.

Title

Discussion

830.6315

830.6316

830.6319

830.7100

830.7220

830.7520

830.7930

Flammability

Explodability

Miscibility

Viscosity

Boiling Point

Particle size. fiber
length, and diameter
distribution

Vapor Pressure

Tacoma Ag. LLC requests a waiver from this data requirement
because Tacoma Ag limazethapyr Tech'is a solid. does net contain
flammable components, and therefore is not expected to be
flammable. :

Tacoma Ag. LLC requests a waiver from this data requirement
because Imazethapyr does not have the chemical bonds or
functional groups associated with explosive chemicals.

This data requirement is required when the MUP is an emulsifiable
liquid and to be dituted with petroleum solvents. Tacoma Ag
Imazethapyr Tech is a solid and not an emulsifiable liguid to be
diluted with petroleum solvents. This data requirement is not
applicable to Tacoma Ay Imazethapyr Tech.

These data are required when the TGAI is a liquid. Tacoma Ag
Imazethapyr Tech is a solid. and therefore this test is not
applicable to ‘Tacoma Ay Imazethapyr Tech.

These data are required when the TGALI is a liquid. Tacoma Ag
Imazethapyr Tech is a solid. and therefore this test is not
applicable to Tacoma Ag Imazethapyr Tech,

Tacoma Ag. LLC is seeking a waiver for this data requirement for
Imazethapyr because it is not a fibrous material or a waler-
insoluble material.

Tacoma Ag, LLC is citing public literawure data for the vapor
pressure of Imazethapyr. The vapor pressure is 1.3 x 107 mPa
(25°C). (Reference: Tomlin, C. D. S. (Ed.). “The Pesticide
Manual”, 13" Edition. p. 559. BCPC Publications. Hampshire.
2003).
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*Pages 44-58 Product ingredient source & manufacturing information may be entitled to confidential treatment*












EPA File Symbol 83520-GO .
PC Code 128922 (imazcthapyr)

BACKGROUND: Tacoma Ag, LLC has applied for registration of Tacoma Ag Imazethapyr
Tech, EPA File Symbol 83520-GO, claiming to be substantially similar to Pursuit Herbicide
Technical, EPA Reg. No. 241-309. Both products are technical grade for manufacturing use ‘
only. The submission includes a basic CSF dated March 3, 2016, label, data matrix and company
letter.

The registrant is using the selective method of data support to satisfy the acute toxicity data
requirements. The data matrix cites the following acute toxicity studies: acute oral (MRID
00159375), acute dermal (MRID 00159375), acute inhalation (MRID 00159378), primary eye
irritation (MRID 00159375), primary dermal irritation (MRID 00159375) and dermal
sensitization (MRID 00159379). A search of the OPP electronic databases shows that the Health
Effects Division reviewed the available toxicological database for imazethapyr in a 2002 memo
including these cited studies (Shah; D240998; TXR No. 4050339; 06/MAR/2002).

RECOMMENDATIONS:

1. We compared the basic CSFs.and labels of the proposed product, 83520-GO, and the cited
product, 241-309, and determined that the two products are substantially similar. The cited acute
toxicity data may be used to support this registration.

2. The acute toxicity profile for the p}oposed product, Tacoma Ag Imazethapyr Tech, EPA File
Symbol 83520-GO0, is as follows: '

acute oral toxicity v cited - MRID 00159375
acute dermal toxicity I11 cited MRID 00159375
acute inhalation toxicity |, IV¥* cited MRID 00159378
primary eye irritation Il cited MRID 00159375
primary skin irritation v cited MRID 00159375
dermal sensitization negative cited MRID 00159379

*Originally placed in Toxicity Category HI but by today’s standards it 1s in Toxicity Category
IV, ‘ ’

3. The proposed basic CSF submitted for 83520-GO must be reviewed and accepted by the
product chemists in the Chemistry, Inerts and Toxicology Assessment Branch.

Page 2 of 3

62



EPA File Symbol 83520-GO
PC Code 128922 (imazethapyr)

LABELING: Based on the toxicity profile above, the following are the precautionary and first
aid statements for this product as obtained from the Label Review System:

PRODUCT ID #: | 083520-00039

PRODUCT NAME: Tacoma Ag Imazethapyr Tech
PRECAUTIONARY STATEMENTS

SIGNAL WORD: CAUTION

Hazards to Humans and Domestic Animals:

Harmful if absorbed through skin. Causes moderate eye irritation. Aveid contact with skin, eyes or
clothing. Wash thoroughly with scap and water after handling and before eating, drinking, chewing gum,
using tobacco or using the toilet. Remove and wash contaminated clothing before reuse. Wear protective
eyewear, if appropriate. '

First Aid:

If on skin:

-Take off contaminated clothing.

-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poison control center or doctor for treatment advice.

If in eyes:

-Hold eye open and rinse slowly and gently with water for 15-20 minutes.
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
-Call a poison control center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment. You may also contact 1-800-x0¢-x000¢ for emergency medical treatment information. .

Page 3 of 3
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CLETHODIM 37% MUP . 83520-23 87427-11
SODIUM ACIFLUORFEN 44% ;\/IUP 83520-25 87427-12
SODIUM BENTAZON 55.9% MUP 83520-27 87427-13
TEBUCONAZOLE TECHNICAL 83520-30 87427-14
THIOPHANATE-METHYL TECHNICAL 83520-31 87427-15
ETHEPHON MUP A : 83520-34 87427-16
Old EPA New EPA
Pending Registered Products. File Symbol File Symbol
Tacoma Ag Imidacloprid Tech =~ - | 83520-GA 87427-G
Tacoma Ag Foﬁesafen Tech | 83520-GT 87427-RT
Tacoma Ag Diflubenzuron Tech | ' 83520-Gl ‘ 87427-RI1

Tacoma Ag Imazethapyr Tech 83520-GO 87427-RO

You should indicate the new company designation, new EPA Registration Number
and new Establishment Number (if it has changed) on the labeling at the next printing which
should occur no later than 18 months after the effective date of this transfer. After 18 months,
any product released for shipment must bear the new Registration Number and Establishment
Number. If you intend to use the labels which currently appear on the transferor's product after
the effective date of the transfer, but within the 18 month grace period, you must maintain
complete and accurate records which identify by batch number, lot number, or other suitable
description the quantities of such product bearing the transferor's label. Each container or
package bearing the transferor's label which is released after the effective date of product
registration transfer, must be clearly and accurately marked with the batch number, lot number or
other descriptive designation used to identify the product in your records.

Supplemental distribution agreements of registered products do not transfer with the
Section 3 registration. It is your responsibility as the registrant to notify any and all
supplemental distributors of the transferred product(s) of this transfer.agreement. If you wish to
enter into supplemental distribution agreements of your product(s) under this new registration,
the form "Notice of Supplemental Distribution of a Registered Pesticide Product,” EPA Form
8570-5, must be submitted to the Agency for each supplemental distributorship.

You are required to contact your local EPA Regional Office to determine what effect
this transfer of pesticide registrations has on the pesticide production establishment registration.

It will not be necessary to submit tabeling for review if the only changes are in the
company designation and the EPA Registration Number. Other changes in the product and/or
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labeling may require EPA review and approvai prior to distribution or sale of the product

containing the new registration number. In any correspondence on these products always refer
to the U.S. EPA Registration Number listed above.

The transferred registration will have the same status under the Federal Insecticide,

Fungicide and Rodenticide Act, as amended, 7 USC 136 et seq., as it had prior to the approval of
this transfer.

When registrations are transferred from one company to a second company, all
restrictions, data requirements, conditions (suspensions), and deadlines existing on the '
registrations are transferred with the registrations. The new company is responsible for adhering
to or complying with all such restrictions, etc. on the acquired products.

With regard to deadlines, the transferee company is responsible for submitting all
required data according to the schedules already established for the acquired products. Failure to
do so will result in the issuance of a Notice of Intent to Suspend. Requests from transferee
companies for additional time to submit, because they acquired the registration(s) after the
3{c)(2)(B) request was issued will not be granted. If a transferee company has other valid
reasons for delays in the testing which were clearly outside of their control, then such requests -
for time extensions will be considered in accordance with the established procedures. Transfers

occurring while a 3(¢)(2)(B) request is being issued or during the 90-day response time are
subject to the same conditions expressed above.

Registration is in no'way to be construed as an endorsement or approval of these
products by the Agency. In order to protect health and the environment, the Administrator, on

his motion, may at any time suspend or cancel the registration of a pesticide in accordance with
FIFRA.

Furthermore, the transfer of the subject registrations is approved under the condition
that the annual maintenance fee obligation has been fully satisfied. The annual maintenance fee
is based solely on the total number of active section 3 and section 24(c) registrations held by the
transferor. If the annual maintenance fee has not been fully satisfied, the transferee and

transferor will be notified to comply within a specified time period or the affected registrations
may be canceled.

The Agency acknowledges it has received a request for data transfer received July
05, 2016 to transfer data ownership from the transferor to the transferee. The data transfer is
effective the date of this letter. Afier this date AXSS TECHNICAL HOLDINGS, LLC will be
considered the data owner. This action will not automatically reflect on the Data Submitters
List. 1f you want to be added to the Data Submitters List, you must submit a request to:

Document Processing Desk (DSL)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Ariel Rios Building 3

1200 Pennsylvania Avenue, NW
Washington, DC 20460
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By copy of this letter we are informing the transferor of these changes. If you have
any questions about this transfer approval please contact Louis Vaughn at (703) 308-8114,

Sincerely,
S
e T
(//."‘/

Steve Robbins, Chief _
Information Services Branch
Information Technology & Resource Management Div. (7504P)

cc: MS. ANN TILLMAN
PYXIS REGULATORY CONSULTING, INC., AGENT FOR
TACOMA AG, LLC
4110 136TH ST, CTNW
GIG HARBOR, WA 98332

RE: L_83520_RAD_87427_10_03 2016
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* N/A — Not Applicable !

Footnotes |

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses or have
an application pending with the Agency. If an unapproved inert with no application
pending with the Agency is identified, the applicant must either 1) resolve the inert issue
by, for example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting

- mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms, data and
documentation resolving the inert issue must have been received by the Agency or the
application withdrawn within the 21 day period, otherwise, the Agency will reject the
application as described below.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses or have an application pending with the Agency even if a product is
currently registered by consulting the inert Web site and if the inert is not approved nor
has an application pending with the Agency, to obtain the necessary inert approval
prior to submitting an application to register a pesticide product containing that
inert ingredient. Some inert ingredients are no longer approved for food uses or certain
types of uses. The name and/or CAS number on a CSF must match the name and CAS
number on this web site. Slmple typographlcal errors in the name or CAS number have
resulted in processing delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (IIAB) at inertsbranch(@epa.gov and resolve the issuc. Copies of the
correspondence with ITAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Migcrobial Pesticides Branch.

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information must also be included to enable the Agency to determine if it has been
approved. Each component of an inert mixture (including a fragrance) must be
identified. In some cases, the supplier of the mixture or fragrance may need to provide
this information to the Agency. Prior to the Agency’s receipt of an application,
applicants must arrange with a proprietary mixture or fragrance supplier to provide the
component information to the Agency or promptly upon EPA’s request. If the inert
ingredients in a proprietary blend (including fragrances) cannot or are not identified or
provided within the 21-day content review period, the Agency will reject the application.
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During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Ideﬁtiﬁed on CSFs

All applications except conventional new products and PIPs
A

Once an unapproved inert is identified on a CSF, the Agency will contact the

applicant with the followling options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Provide the required information necessary to identify an inert approval
application that is pending with the Agency; or

3. Submit the information and data needed for the Agency to approve the
unapproved inert. 1fthis option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4, Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or
| .
If none of these options is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain
25% of the full fee of the category identified.

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R300 or R301), it will contact the applicant with the following
options: ' ' :

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. 'If additional fees are due, they must be received by the
Agency within the 21 day content review period.)
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollutien Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options: '

. Correct the application by, for instance, correcting the spelling or name of the

inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. Ifan inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category éstimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25%.0f
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver,
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UN[TED STATES ENVIRONMENT AL PROTECTION AGENCY
: WASH!NGTON D.C. 20460

March 8, 2016
{ OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OPP Decision Number: D-5 1'4742

EPA File Symbol or Registration Number: 83520-GO
Product Name: Tacoma Ag Imazethapyr Tech

EPA Receipt Date: 07-Mar-2016

EPA Company Number: 83 520

Company Name: TACOMA AG LLC

ANN TILLMAN

PYSIS REGULATORY CONSULTING INC
TACOMA AG, LLC

4110 136TH ST, CTNW

GIG HARBOR, WA 98332-

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Reglstratlon Service Fee as defined in
the Pesticide Registration Improvement Act, :

The Action has been idgntiﬁed'- as Action Code; R334

NEW PRODUCT;MUP OR END USE PRODUCT WITH UNREGISTERED SOURCE OF
THE ACTIVE INGREDIENT;REQUIRES SCIENCE DATA REVIEW; NEW PHYSICAL
FORM;SELECTIVE DATA CITATION;

No additional payment is due at this time.
If you have any questions, please contact the Pesticide Registration Serv1ce Fee
Ombudsman at (703) 308-9362.

Sincerely,
T

Front End Processing Staff
Information Technology & Resources Management Division
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o A
|Fee for Service] 19824083~
This package includes thie following for Division -
®New Registration ©AD
: O RF
© Amendment BPPD‘
' _ ®*RD |
Studies? U Fee Waiver?
L | Risk Mgr. | & |21
Uvolpay % Reduction:
ReceiptNo. s-[ 982408
~ EPA File Symbol/Reg. No. 83520-GO
Pin-Punch Date: . 3/7/2016

1 This item is NOT subject to FFS action.

Acti'O'n—C'O'd%e‘:

Requested: Ty 2344
Granted: | <54

Amount Due: $ [838

1

Parent/Child Decisions:

8 Inert Finterde ' Uncleared Inert in Product
Reviewer: \l ' Date:

o

Remarks:

DOCUMENTUM
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PYXIS REGULATORY CONSULTING, INC.

4110 136™ St. Ct, Nw Phone: 253-853-7369
Gig Harbor, WA 98332 . Fax: 253-853-5516
) www.PyxisRC.com

March 7, 2016 MRID 498415-00

ELECTRONIC DELIVERY

Heather Garvie (PM 24)
Document Processing Desk {REGFEE)

Oftice of Pesticide Programs (7504P) ' d
U.S. Environmental Protection Agency

Room §-4900, One Potomac Yard

27717 S. Crystal Drive

Arlington, VA 22202

RE: Tacoma Ag, LLC
. Tacoma Ap Imazethapyr Tech (EPA File Symbol 83520- )
Application for New Pesticide Registration
PRIA Category R334

Dear Ms. Garvie,

On behalf of Tacoma Ag, LLC, we are submitting an application for registration of Tacoma Ag Imazethapyr
Tech, a technical product containing the active ingredient imazethapyr. In support of this application, we
submit the following documents:

Application for a New Pesticide Registration (EPA Form 8570-1)
Confidential Statement of Formula (EPA Form 8570-4)

Certification with Respect to Citation of Data (EPA Form 8570-34)
Agency Internal Use Copy of the Data Matrix (EPA Form 8570-35)
Public File Copy of the Data Matrix (EPA Form 8570-35)

One (1) copy of the proposed label for Tacoma Ag lmazethapyr Tech
Copy of the PRIA payment

Letter of Authorization

Product Specific Data:

W oo SOV R )

MRID Guideline | Study Title

49841501 | 830.1550, 830.1600, | Tillman, A. M. Product Identity and Cemposition, Description of the
830.1620, 830.1670, | Materials Used, Description of the Production Process, Discussion of the
830.1750, 830.1800 | Formation of Impurities, Certified Limits, and Enforcement Analytical
Method for Tacoma Ag Imazethapyr Tech. Contains Confidential Business
Information.

49841502 | 830.1700, 830.1800 | Xu, J. Five-Batch Analysis of Imazethapyr TGAI — Validation of Analytical
Methodology for the Assay of Active Ingredient and Impurities in
Imazethapyr TGAI and Subsequent 5-Batch Analysis of the Test Item.
Contains Confidential Business Information.

' = DOCUMENTURM
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